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1 1. Basis of the report 



International application No. 

PCT/JP2003/005823 



1. With regard to the elements of the international application:* 
1^1 international application as originally filed 

□ 

the description: 



pages 
pages 



, as originally filed 



□ 



, filed with the letter of 



, filed with the demand 



the claims: 

pages 

pages 

pages 

pages 



as originally filed 



_ , as amended (together with any statement under Article 19 
, filed with the demand 



□ 



filed with the letter of 



the drawings: 
pages 



pages 



, as originally filed 

, filed with the demand 



□ 

the sequence listing part of the description: 
pages 



filed with the letter of 



, , as originally filed 



pages 



„, filed with the letter of 



filed with the demand 



These elements were available or furnished to this Authority in tSe folio* Sguage which js . 

LJ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
LJ the language of publication of the international application (under Rule 48.3(b)). 

IfflSr* ° f *" tranSlati ° n tUm[She6 f ° r fte pUrp ° SeS ° f National preliminary examination (under Rule 55.2 and/ 

j3mfn^ «» the international app.ication, the international 

LJ contained in the international application in written form. 

LJ filed together with the international application in computer readable form. 

LJ furnished subsequently to this Authority in written form. 

LJ furnished subsequently to this Authority in computer readable form 

^ mtnSS ZIZ££3!3LES2^ sequen< * ,isting does not g0 beyond * e dis — * - 

U b^ntSr" ^ inf0mlati0n reC ° rded in C ° mpUter readab ' e f0m is identical * *e written sequence listing has 



□ 



The amendments have resulted in the cancellation of 

the description, pages 

□ the claims, Nos. _ 

□ 



the drawings, sheets/fig m 
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InterSl^al application No. 

PCT/JP03/05823 



IV. Lack of unity of invention 



1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ 

restricted the claims. 
1^1 paid additional fees. 
□ paid additional fees under protest. 

neither restricted nor paid additional fees. 

2 I I T1 V? AuthoriW found that the requirement of unity of invention is not complied with and chose, according to Rule 68.1, 
I — I not to invite the applicant to restrict or pay additional fees. 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13 2 and 13 3 is 
complied with. 

not complied with for the following reasons: 

The subject matters of the claims can be classified into two groups (two inventions): one consists of 
claims 1-9 and 11-15, and the other, claim 10. 

The two inventions are identical as a soft capsule containing a water-insoluble light interceptor. However 
since a soft capsule containing a water-insoluble light interceptor was publicly known before the filing date of 
the present application, as described, for example, in JP, 5-15691, B2, this constitution cannot be a "special 
technical feature" referred to in PCT Rule 13.2. 

The "special technical feature" of claims 1-9 and 11-15 is a "photostabilized soft capsule comprising (1) 
a capsule skin (a) containing a water-insoluble light interceptor and (b) having an average thickness of 200 pm 
or less and (2) a drug encased in the said capsule skin" (considering that the soft capsule produced as a result of 
the production method described in claim 1 1 substantially corresponds to the photostabilized soft capsule 
described in claim 13). 

On the other hand, the "specific technical feature" of claim 10 is a "method for producing a capsule skin- 
forming liquid." 

Therefore, since there is no technical relationship between claims 1-9 and 11-15 and claim 10 involving 
one or more of the same or corresponding technical features, they are not considered to be so linked as to form a 
single general inventive concept. 



4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 

1^1 all parts. 

□ the parts relating to claims Nos. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) Claims 2, 4, 5, 14, 15 YES 

Claim s 1,3,6-13 NO 



Inventive step (IS) Claims 



YES 



Claims ^ 1_15 NO 

Industrial applicability (IA) Claims j_15 YES 

Claims NO 



2. Citations and explanations 

Document 1: WO, 1-15702, Al (Chugai Pharmaceutical Co., Ltd.), 8 March, 2001 (08.03.01) 
Document 2: JP, 58-12121 1, A (Bayer AG), 19 July, 1983 (19.07.83) 

Document 3: JP, 59-139317, A (Teysan Pharmaceuticals Co., Ltd.), 10 August, 1984 (10.08.84) 
Document 4: JP, 59-88420, A (Teysan Pharmaceuticals Co., Ltd.), 22 May, 1984 (22.05.84) 
Document 5: EP, 228067, A2 (Taisho Pharmaceutical Co., Ltd.), 8 July, 1987 (08.07.87) 

Claims 1, 3, 6-9 and 13 

The subject matters of claims 1, 3, 6-9 and 13 do not appear to be novel or to involve an inventive step in 
view of document 1 cited in the ISR. 

Document 1 describes a soft capsule in which an oil solution of active vitamins D3 is encased in a soft 
capsule skin containing a white pigment (titanium oxide), yellow iron oxide and/or red iron oxide, wherein the 
thickness of the capsule skin is about 200 Jim. 

A person skilled in the art could have, as required, easily set the thickness of the capsule skin based on 
200 pm. 

Claims 2, 14 and 15 

The subject matters of claims 2, 14 and 15 do not appear to involve an inventive step in view of 
document 1 cited in the ISR. 

A. person skilled in the art could have easily (1) set the optimum content ranges of a white pigment, 
yellow iron oxide and red iron oxide, and (2) changed a soft capsule into a generally used form such as a tablet 
in the invention described in document 1 . 

Claims 10-12 

The subject matters of claims 10-12 do not appear to be novel or to involve an inventive step in view of 
document 2 cited in the ISR. 

Document 2 describes a method for producing a gelatin capsule by adding a paste obtained by stirring red 
iron oxide in water to a mixture consisting of gelatin, sorbitol and water (especially Example 13). 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of : V.2 



Claim 4 



The subject matter of claim 4 does not appear to involve an inventive step in view of documents 1 and 3 
cited in the ISR. 

As described in document 3, it is publicly known that the diameter of a gelatin soft capsule obtained by 
adding a light interceptor such as titanium oxide is about 0.5 to about 5 mm (page 2, upper left column, lines 
10-1 8). So, a person skilled in the art could have easily set the average particle size of a soft capsule at 2 mm or 
less based on the finding of document 4, in the invention described in document 1. 



The subject matter of claim 5 does not appear to involve an inventive step in view of documents 1, 4 and 
5 cited in the ISR. 

As described in documents 4 and 5, employing a seamless soft capsule, i.e., a seamless capsule skin is 
publicly known. So, a person skilled in the art could have easily employed a seamless capsule skin for a soft 
capsule in the invention described in document 1. 



ClaimS 
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